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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136 (a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |SI Claim(s) P22 is/are pending in the application. 

4a) Of the above claim(s) 10-13 and 22 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IE3 Claim(s) 1-9 and 14-21 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) ISI The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are objected to by the Examiner. 

11) D The proposed drawing correction filed on is: a)D approved b)Q disapproved. 

12) Q The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

a)D All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No. 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)13 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. & 1 1 9(e). 
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15) S Notice of References Cited (PTO-892) 

16) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 

17) O Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



1 8) D Interview Summary (PTO-41 3) Paper No(s). 

19) D Notice of Informal Patent Application (PTO-152) 

20) □ Other: 
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Art Unit: 1636 

DETAILED ACTION 

Pending claims: 1-22 

Claims drawn to the elected invention: 1-9 and 14-21 . 
Claims withdrawn from consideration: 10-13 and 22. 

Election/Restrictions 
Restriction to one of the following inventions is required nnder 35 U.S.C. 121 : 
,. Claims 1-9 and 17, drawn to a method of food product testing, classified in class 

435, subclass 6. 

„. Claims 10-13, drawn to a probe array, classified in class 536, subclass 24.3. 
„,. Claims 14-16 and 18-21, drawn to atesting method, classified in class 435, 

subclass 6. 

,V. Claim 22, drawn to an apparatus for detecting gene sequences, classified in class 
435, subclass 287.2. 

T»e inventions are distinct, each from the other because of the following reasons: 

Mvention D and inventions I and III are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be show.: (!) the 

pr oduct(MPEP § 806.0 5 (h))..n.heins Q n.caseme P robe array could be used to evaluated 
,eve,s of expression of different genes when organisms are grown in different conditions. 

The inventions are distinct if i, can be shown tha, either: (1) the process as claimed c» be 
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priced by another materia,* different apparatus or by hand, or (2) the apparatus as claimed 
eanbeu.d.opra.iceano^andma.eria.iydifferen.process. (MPEP S 306.05(e)). .n«his 

case the processes can be practiced by hand. 

,„ve„,i„ns I. and IV are related as combination and subcombination. Inventions in mis 

me particuiars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In the instant 
case the combination as claimed does not require to particulars of the subcombination as 

by theprobearray(,he subcombination). The subcombination has separate utility such as a way 
,„ measure B ene expression levels wherein the steps of DNA preparation and primer and probe 

addition are performed by hand. 

The methods of Groups I and III are distinct from each other, and thus one does not 

re „der,heo*erobviou, Themetnodo^ 

mem „d of Group II. is atesting process for other types of sample, Thus, the samples to be 

these different, distinct groups are capable of supporting separate patents. 

Because these inventions are distinct for the reasons given above and have acquired a 

examination purposes as indicated is proper. 
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During a telephone conversation 



with Michael Falkoff on 15 November, a provisional 



section was made without traverse to prosecute the inventionof Group I, claims 1-9 and 17. 

Affirmationofmis^^ ^ 
10-16 and 18-22 are withdrawn from further consideration by the examiner, 37 CFR 1 .142(b), as 

being drawn to a non-elected invention. 

Upon consideration of .he prior art, the Examiner has ehosen .0 rejoin the two method 
groups (1 and U», since the prior art disc.oses methods using probe arrays to test food product 
samples as well as other types ofsamp.es (for example: clinical samples, water samples, 
environmental samples), and thus one would be obvious over the outer. Thus, claims i -9 and 
14-21 were examined. 



Drawings 

Color photographs and color drawings are acceptable only for examination purposes 
unless a petition filed under 37 CFR 1 .84(a)(2) or (b)(2) is granted permitting their use as formal 



drawings. In the event applicant wishes to use 



the drawings currently on file as formal drawings, 



a petition must be fled for acceptance of the photographs or color drawings as formal drawings. 
Any such petition mustbe accompanied by the appropriate fee as set form in 37 CFR 1.17(0, 
to, sets of drawings or photographs, as appropriate, and an amendment to the firs, paragraph of 
the brief description of the drawings section of die specification which sm.es: 



Color 
been satisfied. 



photographs will be accepted if the conditions for accepting color drawings have 
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Specification 

—.should*,^ 
separate sheet within the range of 50 to 250 J^ 1 ^^ the ^puter tape used by the 
250 words in length since the space P r r d ^°^S "n patent cfcims, such as "means- 
printer is .United The Closure sufficiently to assist 

The instant abstract appears to be too long. 



Claim Objections 

ClaimH is objected to because of the following informalities: there appears to be a 
mi ssing at the end of the third line of the claim. Appropriate correction is retired. 



comma 



Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

IS —er which the applicant regard, as h,s mvent.on. 

Claims 1 and 6-9 are rejected under 35 U.S.C. U2, second paragraph, as being indefimte 

for failing to particularly point ou, and distinctly claim the subject matter which applicant 
r egardsasmeinve»don.,tisnotc,earwhatmeme,e S andboundsareof>epa ri ngafood 

sample". 
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In claim 7, it is not clear how "including a data mining program..." is related to the 

preceding part of the claim. 

In claim 8, the phrase "recovering plural different microorganisms" is unclear. Do 

Applicants intend a plurality of different microorganisms? 

,„ claim 9, there appears to be a Markush group, but it is no. written in proper Markush 
tanguage. It is also no, clear what is intended by the phrase "food parameters", and it is no. clear 
what the metes and bounds are of the phrase "process history parameters". 

in claim 1 8, it is not clear what is meant by "species sequences coding for pathogenicity 
or virulence". Do Applicants intend that the sequences encode virulence factors or factors 
involved in pathogenesis? 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(., ,he inve„,i„n w B described i. . P a» gn-d on - ^^mS^SS!!^^^' 

has fulfilled the requirements of paragraphs (1), (2), ana w oi ^ 
thereof by the applicant for patent. 

Claims 1-4, 14, and 17-19 are rejected under 35 U.S.C. 102(e) as being anticipated by 

Heyneker (U.S. Patent 6,057,100). 
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Heyneker teaches oligonucleotide arrays (probe arrays) and teaches that ,hey can be used 
ta method to detect microorganisms in food and other samp.es. Heyneker teaches that the 

(column 9, Hnes 5 -7). Heyneker teaches that "samples may be treated to lyse the bacteria to 
releas e its nucleic acid, and then oligonucleotides designed ,„ recognize bacteria! strams, 
including, but no, limited to, such pathogenic strains as, Salmon^ Campylobacter, V.bno 
cholerae, enterotoxic strains of E. coli, and Legionnaire's disease bacteria" (column 9, lines 7- 
, 5) Heyneker teaches that samples are treated as is known in the art, including any sample 

(column 9, lines 19-35). Heyneker also teaches that the oligonucleotide array compnses a 
ptaahty of different oligonucleotide pools (see, for example, daim 1 of ft. reference). 



Claim Rejections - 35 USC § 103 

■ • ♦ « nn ft f«USC 103(a) which forms the basis for all 
The following is a quotation ot 35 U.a.c. iiw W 

obviousness rejections set forth in this Office action: 
(a)A patent m ay not be obtained though the invention 

2ri«£ 02 of this title, if the differences between ^^^^^J^ was made to a person 
manner in which the invention was made. 

Claims 1-9 and 14-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

r a* lainvH 4 14 a ndl7-19above,andfurtherinviewofAnderson 
Heyneker et al., as applied to claims 1-4, 14, ana 
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e, al. (U.S. Patent 5, 922, 59.), Bruckner-Lea et al. (1996), Bergeron e. al. (U.S. Patent 
6,001 ,564), Nakayama et al. (U.S. Patent 5795717), and Tauxe (1997). 

Heyneker e. al. teaches methods using oligopeptide probe arrays to detect bacteria in 
food samples. Heyneker et al. does not teach automated fluidics. 

Anderson e, al. teaches a combination of oligonucleotide probe arrays and automated 
fluidics for use in nucleic acid based diagnostic applications and other applications (see Abstract 
and claims 52 and 53). Anderson e. al. teach that following amplification and/or labeling, the 
nucleic acid sample is incubated with the oligonucleotide array in the hybridization chamber, and 
hybridization between the sample nudeic acid and the probes on the array are detected (column 
15, lines 4-U). Anderson et al. teach that data garnering methods are known in the art and 
readiiy automated for detection and interpretation of da* (column 16 lines 6,-67 and column ,7 
Unes 1-43). Anderson et al. teach that there are different chambers for carrying out different 
functions, such as a sample collection chamber, an extraction chamber, an amplification chamber 
and a hybridization chamber (see above and column 23; further details are given, for example, » 
cohunn 38 and throughout the reference, Anderson e, al. teach that the system of the invention 
can be used in methods for diagnosing the presence of infectious agents and ma, the analyses can 
be performed in parallel on a large number of individual samples (column 39). Anderson et al. 
does not specifically teach food product testing. 

Bruckner-Lea et al. teach strategies for automated sample preparation, nucleic acid 
purification of nucleic acids in environmental and fed processmg samples. Bruckner-Lea e. a>. 
teach tha, their automated fluidic system provides nucleic acids in a form suitable for PGR or 
microarray-based detectors. (See page 63). The mesofluidic system is described on page 64, and 
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state ,ha, the au,„ma,ed sys,em is rapid and does not recmire a hi^ly skilled technician (page 
68) Bruckner-Lea e. a., do no, teach simuhaneous detection of ap.urality of species. 

Bergeron e. a., teach methods that use probes to rapidiy detect and identify common 
bacteria, pathogens. Specific probes for different bacteria, pathogens are .ugh,. Bergeron e. a, 
.eachthatapooiofspecific^^ 

ma, the method can be performed direCy on samp,es obtained from food (see co.umn ,5, hne 

and Bergeron et at. do no, Jeach automated fluidics. 

Nakayama e, a,, teach oligonucleotide primers complementary to seances that encode 
ge „es re,a,ed to pathogenicity, such as toxin genes, of pathogenic bacteria. Nakayama e, a,, 
.each ma, these are used as probes for de,ec,i„n of pa,h„gens in sampics, e.g., Cinica, iso,a te s 
and food specimens (see co,um» , and co.umns 3-4). The primers are used ,o ampiify DNA 
from me suspected baceria, species. Nakayama e, a,, .each de,ec,io» by agarose gc, 
elecophoresis in the specification (see the figures and c„lumn,2>, almough me memod of 
de,ec,i„„ in me claims is left ope, Nakayama e, al. do no, .each probe arrays, au,oma,ed 

fluidics, or database mining. 

Tauxe reviews foodborne diseases, including information about when con<amina,ion 
occurs m ,he product process (see page 4 28 ; such informal re,atc S ,o ,he "process h,s,ory 
paramerers- of ins- claim 9). Tauxe aiso reviews surveillance s„a,cgics, which include 
electronic sy S tems ( seepa g e430). TTte data from the surveillance is usedto monitor outbreaks 
and ,o trace large-scale trends in foodborne disease (page 430) and the data is also used to 
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monitor foodborne parasitic and viral infections. Tauxe does no. teach probe arrays or 

automated fluidics. 

At the time of the invention of the instant application, one of ordinary skill in the art 
would have been motivated to detect a plurality of species in food products, since many 
microorganisms can contaminate food and cause disease. Since there are many different 
bacteria, and other species that contaminate food, as reviewed by Tauxe, one would have been 
motivated to use a probe array that could detect more than one species simultaneously. 
Heyneker et al. teach probe arrays for detection of microorganisms in food samples and that a 
plurality of pools of probes can be put onto the array, and Bergeron e. al. and Nakayama et al. 
teach specific probes for bacteria and teach mat they can be used more ton one bacterial species 
simultaneously. Bruckner-Lea teach the value of an automated fluidic system for preparing 
DNA for detection from samples, such as food samples (such as rapidity of the process), and 
Anderson e, al. teach an automated fluidic system for preparing DNA and detection by probe 
arrays. Additionally, since Tauxe teach the value of electronic surveillance measures with 
respect to food, the ordinary artisan would have been motivated to put information into an 
electronic (hence, computer-operated) database and to mine the database for relevant 
information. Thus, it would have been obvious to one of ordinary skill in the art to combine the 
teachings of these references to detect species in food using automated preparation and 
amplification of DNA and probe arrays and to use databases. Success would have been 
expected. 



Any inquiry concerning this communication or earlier communications from the 
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examiner should be directed to Lisa J. Gansheroff whose telephone number is (703) 605-1203. 
The examiner can normally be reached 9 AM - 5 PM. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Richard Schwartz can be reached at (703) 
308-1 133. The fax phone number for the organization where this application or proceeding is 
assigned is (703) 308-4242 for regular communications. Any inquiry of a general nature or 
relating to the status of this application or proceeding should be directed to the patent analyst 
Dianiece Jacobs whose telephone number is (703) 305-3388 or to the receptionist whose 
telephone number is (703) 308-0196. 



LG 

December 14, 2000 
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